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TITLE OF THE INVENTION 

BLISTER PACKAGE FOR PHARMACEUTICAL TREATMENT CARD 




;r0SS^i^RENCE tq^la^d applications 

5 The presentfi^^trtmn is related to U.S. provisional applications Senal 

Nos. 60/246,934, filed iJLbep^, 2000, and 60/172,839, filed December 20, 1999. 
the contents of which ^hejel^y incorporated by reference. 

FIELD OF THE invention 
10 The present invention is relates to a child resistant, blister package 

suitable for incorporation into a pharmaceutical treatment card, wherein a plurality of 
individually sealed, blister cavities each containing a single dosage of a 
pharmaceutical composition in the form of pills, tablets, capsules, etc. Generally, the 
pharmaceutical treatment card will also contain literature regarding the composition. 

15 

BACKGROUND OF THE invention 

Many forms of dispensing containers and storage vessels for 

pharmaceutical compositions have been introduced to the market in recent years. 
Pharmaceutical compositions, particularly those in the form of pre-measured tablets, 
20 pills, powders and capsules, have been dispensed from vials, bottles, or blister 
packages. 

Recently, blister packages have been designed to be child resistant. 
That is, the packages have been designed to be particularly resistant to opening by 
younger children yet manageable for an adult. In many cases, multiple steps must be 
25 performed in sequence to open a child safety blister package. Another convenience of 
a child safety, blister package is that individual dosages of a composition can be 
separately sealed in blister cavities, each cavity having the child safety feature. After 
administration of a dosage of composition, the empty portion of a bhster cavity can be 
removed and disposed. Along with instructions and scheduling information that can 
- 30 be included in the pharmaceutical treatment card, the blister package can serve as an 
aid for self-administration of a composition as prescribed. 

Presently, there is needed a pharmaceutical treatment card 
incorporating a child resistant, Mister package assembly therein. Generally, the child 
35 resistant, blister package must be difficult for young children, e.g. ranging of about 27 
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to about 60 months of age, to open. A pharmaceutical treatment card incorporating a 
blister package can provide useful instruction and information on the covers thereof, 
as well as a means of safely securing the composition within the blister package 
against child tampering. 

5 

U.S. Pat. No. 5,927,500 to Godfrey et al., issued July 27, 1999 suggest 
a pharmaceutical containment package characterized by cover and backing layers 
constructed of a reinforcing fabric substrate having a blister card disposed there 
between. However, Godfrey et al. fails to provide a child resistant blister within the 
10 package. Generally, an individual dosage of a pharmaceutical composition can be 
pushed through a perforated backing conforming to the general shape of the dosage. 

U.S. Pat. No. 5,775,505 to Hofmann et al., issued August 26, 1998 
teaches a childproof, blister package, characterized as a multiple layer assembly, 

15 having a 2x3 array of individually sealed, blister cavities with vertical and horizontal, 
perforation lines for separating each blister pack. At the intersections of vertical and 
horizontal perforation lines, there are cavities wherein the layers thereunder are 
unsealed. Separation of a section of the package produces a pull-tab from the 
unsealed area, wherein pulling the tab separates the layer from the blister cavity to 

20 expose a pill. 

PCT publication WO 97/02192, published March 16, 1999 suggest a 
multiple layer blister pack having a 2x8 array of individual, blister cavities. The pack 
has a lid foil layer connected to a base foil layer with two parallel and offset rows of 

25 individual blisters, wherein perforation lines on each side of the lid foil divide the 

blister rows, and perforation lines, perpendicular to the lid foil layer divide each offset 
row. At each intersection of parallel and perpendicular, perforation lines, there is a 
notch cavity. In removing a pill from a blister cavity, an individual blister is separated 
from the pack along the perforation lines, exposing the layers underneath the notch 

30 cavity. The layers peel away from the blister cavity to dislodge the pill. 

There is a need for a more advanced blister package. A package that 
provides adequate sealing and child safety, yet manageable for an adult to easily open. 
The inclusion of blister package can be adapted to fit into a pharmaceutical treatment 
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card that includes a regimen for administering the composition to a patient in need 
thereof. 

The present invention provides a childproof blister package suitable for 
containing a pharmaceutical composition in the form of pills, tablets, capsules, etc. 
The package requires additional steps to manipulate the components thereof to 
dislodge a pill therefrom. 

SUMMARY OF THE INVENTION 

The present invention is directed to a blister package incorporated mto 
a pharmaceutical treatment card for dispensing a pre-measured dosage of a 
phannaceutical composition, the card is characterized as a uniform edge, multiple 
layer, laminate assembly comprising, proportionally dimension, first and second sides 
divided by hinge means, said first and second sides comprising, interior and extenor 
layers said second side further comprising a blister package affixed between said 
interior and exterior layers along an edge of the second side opposite the hinge means, 
said blister package comprising: 

a) a blister layer comprising a plurality of raised, blister cavities conforming to 
the shape of a phannaceutical composition contained therein, wherein the 
blister cavities extend beyond the surface of the blister layer; 

b) a lidding layer attached to the blister layer on a side opposite the blister cavity 
for containing the pharmaceutical composition within the blister cavity; 

c) a peelable, backing layer abutting the lidding layer opposite the blister layer; 

d) a plurality of adhesive layers between each of the interior and blister layers, 
blister and lidding layers, backing and exterior layers, said adhesive layers 
being suitable for affixing the layers together, except that substantially no 
adhesive layer is between the lidding and backing layers; 

e) hinge means between the first and second sides of the card; 



f) a plurality of first, perforation lines being about perpendicular to the hinge 
means and extending through the blister, lidding, peelable and adhesive layers, 
and between each blister cavity for separating the individual blister cavity to 
form quadrants; 

g) a plurality of notch cavities located in the blister layer, each notch cavity being 
adjacent to and associated with a blister cavity and located along the first, 
perforation lines, said notch cavities being of equal or less volume to the 
blister cavity volume, so that a void exists between the notch cavity and the 
lidding layer; 

h) a continuous second, perforation line extending through the blister, lidding, 
peelable backing, adhesive, interior and exterior layers, and along the uniform 
edge of the second side opposite the hinge means to form a barrier strip so that 
a portion of the barrier strip extends through each notch cavity, wherein the 
second, perforation line is about perpendicular to and intersects the first, 
perforation line at a notch cavity; 

i) a tab consisting essentially of an area proximal to the notch cavities wherein 
the lidding and backing layers are affixed together by an adhesive; 

j) a barrier strip consisting essentially of a laminate assembly of the interior, 
exterior, blister, lidding and backing layers adhered together, said barrier strip 
being an area of the second side of the card parallel and most opposite the 
hinge means, said barrier strip and second side being divided by the second, 
perforation line; and 

k) a cut out surface of the interior and exterior layers within the second side of 
the card proximal to the blister package wherein said layers have been 
removed to expose the blister and notch cavities, first and second perforated 
lines. 

wherein an individual blister cavity being opened by a method of tearing away a 
portion of the barrier strip to expose a portion of a notch cavity, clasping the tab in the 
region of the notch cavity, peeling said backing layer away from the lidding layer and 
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towards the composition to expose the lidding layer, and pushing the blister cavity 
towards the composition to cause the composition to rupture the lidding layer thereby 
exposing the composition. The pharmaceutical treatment card will generally contain 
instructions and aides to assist a patient in administering an individual dosage of the 
pharmaceutical composition in a timely manner. 



BRIEF DESCRIPTION OF THE DRAWINGS 

FIG. 1 illustrates a perspective view in elevation of an embodiment of 
the pharmaceutical treatment card (10), wherein the second, interior side of the card 
10 contains blister package (20); 

FIG. 2 illustrates a front view in elevation of blister package (20), 
wherein barrier strip (26) is being torn along perforation line (34) from card (10) to 
remove an individual dosage of pharmaceutical composition (40); 

15 

FIG. 3 illustrates a rear view in elevation of blister package (20), 
wherein peelable backing layer (22) is being peeled away from comer notch (28) to 
expose lidding layer (25); 

20 - FIG. 4 illustrates a rear view in elevation of blister package (20) 

wherein pharmaceutical composition (40) contained in blister cavity (27) is being 
pushed through lidding layer (25); 

FIG. 5 illustrates a side view in detail of an embodiment of blister 
25 package affixed to pharmaceutical card (10), wherein the interior layer (21), blister 

layer (23), lidding layer (24), backing layer (25), and exterior layer-(22) encapsulating 
pharmaceutical composition (40) are shown; and 

FIG. 6 illustrates a perspective view in elevation of the pharmaceutical 
30 treatment card (10) folded along hinge means (33), wherein^exterior surface (22) is 
shown. 

DETAILED DESCRIPTION OF THE INVENTION 

The invention described herein is directed to a pharmaceutical 
35 treatment card having incorporated therein a child resistant, blister package. The 
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pharmaceutical treatment card has the advantages of containing, in addition to 
individual pre-measured dosages of a pharmaceutical composition, indicia thereon to 
assist a patient in timely administer the composition as scheduled. Generally, these 
cards will contain one weekly prescription (a single dosage per day) or one monthly 
5 prescription (single or multiple dosages per week); preferably a 4 unit dosage card. 

The blister package associated with the card the present invention can 
be characterized as containing a plurality of individually sealed, child resistant blister 
cavities arranged in a quadrant fashion. The individual blisters packs can be opened 
10 according to a method of peeling, tearing and pushing the various layers of a multiple 
layer laminate assembly that characterizes the blister package. 

As used herein the term "uniform edge" is defined as edges of 
individual layers that are attached together to form a single structure, wherein the 
15 edges of several layers in a laminated structure can be affixed together to form one 
edge. 

The term "multiple layer laminate" is defined as a structure having a 
plurality of separate layers affixed together to form a single layered unit. 



20 



As used herein the term "proportionally dimension sides" means 
opposing first and second sides of a card that can be identical in shape and size, or 
generally conform to similar shape but of different sizes. 

25 The term "interior layer" is defined as the inside surface of the first or 

second side of a pharmaceutical cai=d that abut one another other when the card is 
folded along its hinge means. The interior layer can contain indicia in the form of 
literature and instructional materials, as well as methods of assisting a user to 
schedule dosage administration intervals. 



30 



The term "exterior layer" is defined as the outside surface of a 
pharmaceutical card, when folded along its hinge means, that can contain indicia in 
the form of literature and instructional materials, as well as methods of assisting a 
user to schedule dosage administration intervals. 



35 
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The term "sealed" as used herein when referring to the blister cavity is 
defined as an air tight and moisture proof blister cavity having several months shelf 
life. 

5 As used herein the term "hinge means" means creases, lines or other 

folding properties incorporated into a pharmaceutical card where the card can be 
folded along bifurcated sides to define interior and exterior sides thereof. 

The term "about perpendicular" is defined as a line that is within an 
10 angle of about 30 to about 60 degrees to a reference line or means. 

As used herein the term "about parallel" is defined as a lines or means 
that is within an angle of about 30 to about 60 degrees to a base reference line or 
means. 

15 The term "proximal" is defined as a first component that is about 

adjacent or sufficiently close to a second component of the card. 

The phrase "cut out surface" refers to removed portions of the interior 
and exterior layers of the second side of the card in the region of the blister package 
20 that has been removed to expose the blister and backing layers of said package. In the 
'cut out surface' the blister and notch cavities as well as the first, perforation lines are 
visible. 

Referring to FIG. 1, pharmaceutical card (10) is characterized as a 
25 uniform edge, multiple layer laminate having proportionally dimension, first (31) and 
- second (32) sides divided by hinge means (33). The first and second sides are 

characterized by interior (21) and exterior (22) surfaces. On the second side, blister 
package (20) is affixed between the interior and exterior surfaces. Cut out surface (35) 
of the blister package exposes the blister and notch cavities. 

30 

Referring to FIG. 2, barrier strip (26) is being torn from an edge of the 
card along second, perforation line (34) and a first, perforation line (33) to expose a 
the multiple layer laminate in the region notch cavity (28). While the card's interior 
and exterior layers are held between the finger and thumb of a user's first hand in an 
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area of the card proximal to the blister package, the barrier strip can be torn away at 
the desired individual blister cavity using the second hand. 

Referring to FIG. 3, backing layer (25) and a small section of lidding 
5 layer (24) are being peeled away from notched cavity (28) towards blister cavity (27) 
to expose lidding layer (24). While the thumb and fingers of user's first hand grasp 
the second side of the card, the fore finger and thumb of the user's second hand can 
grasp a tab comprising an adhered portion of the lidding and backing layers 
- underneath the notch cavity and peels the backing layer away from the notch cavity 
10 and towards the blister cavity holding a dosage of the pharmaceutical composition. 

Referring to FIG. 4, blister package (20) is shown wherein composition 
(40) is pushed from the blister cavity (27) through lidding layer (23) to dislodge the 
composition from an individual blister cavity. While at least one finger and thumb of 
15 a user's first hand grasp the card proximal to the desired blister cavity, the thumb of 
the user's second hand can be utilized to push against the blister cavity, wherein the 
blister cavity presses against the composition and cause it to contact the lidding layer, 
rupturing the layer to force the composition therethrough. 

20 ~ Referring to FIG. 5, blister package (20) is shown in detail as a 

multiple layer laminated assembly containing an individually, sealed blister cavities 
(27) containing a pre-measured dosage of a pharmaceutical composition (40). 
Referring to the layers, the interior layer (21) and exterior layer (22) of the second side 
of the card provide outer most layers for attachment of the blister package to the card. 

25 Immediately adjacent to the interior layer is blister layer (23) characterized as having a 
plurality of individual blister cavities (27) and a plurality of notch cavities (28) 
incorporated therein. The interior and blister layers are affixed together by an 
adhesive. Opposite the interior layer and adjacent to the blister layer is lidding layer 
(24), wherein a single dosage of pharmaceutical composition (40), located within the 

30 blister cavity, is held in place by the lidding layer. The blister and lidding layers are 
sealed together by an adhesive. Opposite the blister layer and next to the lidding layer 
is peelable backing layer (25). The lidding and peelable, backing layers are in direct 
contact with one another without the benefit of an adhesive, except that area of the 
lidding and backing layers proximal to the notch cavity is attached by an adhesive to 

35 form a pull tab. Opposite the lidding layer and next to the peelable backing layer is 
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15 



20 



exterior layer (22) of the card. The peelable bacldr^g and exterior layers are held 
together by an adhesive. The barrier, strip (26) is a composite of layers 21, 22, 23, 24 
and 25 that have been adhered together (see HG. 1). 

Referring to HG. 6, the pharmaceutical treatment card is folded along 
hinge means (33) to place the card in a closed position, wherein exterior layer (22) of 
the first side of the card is shown. 

One preferred embodiment of the present invention is directed to a 
blister package incorporated into a pharmaceutical treatment card, the card 
characterized as a uniform edge, two layer laminate assembly compnsmg 
proportionally dimension, rectangular-shaped first and second sides divided by hmge 
LL, said first and second sides comprising, interior and exterior layers, the second 
side further comprising a blister package affixed between said interior and extenor 
layers along the outer edge thereof, about parallel and opposite to the hinge means, 
said blister package comprising: 

a) a blister layer consisting essentially of a plurality of aligned, raised, blister 
cavities conforming to the shape of a pharmaceutical composition placed 
therein selected from the group consisting of pills, tablets and capsules, sard 
aligned cavities being about parallel and adjacent to the outer edge of the 
second side; 



b) a lidding layer attached to the non-raised, cavity side of the blister layer for 
25 encapsulating the pharmaceutical composition therein; 

c) a peelable, backing layer abutting the lidding layer opposite the blister layer, 

d) a plurality of adhesive layers between each of the interior and blister layers, 
30 blister and lidding layers, and backing and exterior layers, said adhesive layers 

being suitable for affixing the layers together; 

e) hinge means between the first and second sides of the card; 
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f) a plurality of first, perforation lines being about perpendicular to the hinge 
means and parallel to one another, said lines extending through the blister, 
lidding, peelable and adhesive layers, and between each blister cavity for 
separating the individual blister cavity to form quadrants; 

g) a plurality of notch cavities located in the blister layer, each notch being 
adjacent to a raised blister cavity, along the first, perforation lines that separate 
each blister cavity, said notch cavities being of equal or less volume than the 
blister cavities, so that a void exists between the notch cavity and the lidding 
layer; 

h) a continuous second, perforation line extending through the blister, lidding, 
peelable backing, adhesive, interior and exterior layers, and along the uniform 
edge of the second side opposite the hinge means to form a barrier strip so that 
a portion of said barrier strip extends through each notch cavity, wherein the 
second, perforation line is about perpendicular to and intersects the first, 
perforation line at a notch cavity; 

i) a tab consisting essentially of an area proximal to the notch cavities wherein a 
portion of the lidding and backing layers are affixed together by an adhesive; 

j) a barrier strip consisting essentially of a laminate assembly of the interior, 
exterior, blister, lidding and backing layers adhered together, said barrier strip 
being an area of the second side of the card that is parallel and most opposite 
the hinge means, said barrier strip and second side being divided by the 
second, perforation line; and — 

k) a cut out. surface comprising the interior and exterior layers within the second 
side of said card proximal to the blister package, wherein said layers have been 
removed to expose the blister and notch cavities, first and second perforated 
lines, 

wherein an individual blister cavity being opened to expose the composition therein 
by a method characterized by tearing away a portion of the barrier strip to expose a 
notch cavity, pealing the backing layer away from the barrier strip and towards the 



-10- 



20589Y 




composition to expose the lidding layer, and pushing the composition from the blister 
cavity layer through the lidding layer thereby rupturing the lidding layer to expose the 
composition. 

5 Multiple Layer Laminate 

The interior and exterior layers of the pharmaceutical treatment card 
are generally constructed of a paper or polymeric material suitable for incorporating 
indicia in the form of printed media thereon. Typically, the interior and exterior 
layers can be fabricated from a paperboard or polymeric stock materials. The paper 
10 board material can be selected from the group consisting of cardboard, bristle board 
and corrugated paper. The polymeric stock material can be suitably selected from the 
group consisting of polyacetal, polyolefins, polystyrene, polyvinylchloride and blends 
thereof; a particularly preferred material in a paper board. 

15 The blister layer of the blister package is generally a transparent and 

flexible polymeric material having a plurality of individual blister and notch cavities 
formed therein. Typically, the blister cavity is of sufficient volume or size to contain 
a single, pre-measured dosage of a pharmaceutical composition therein, wherein the 
composition is typically a pill, tablet, capsule or the like. The notch cavity can be of 

20 equal volume or size as the blister cavity, however, it is generally smaller in volume. 
The notch cavity provides a void space between the blister and the lidding layers, 
wherein the user can grasp a tab formed by adhering the lidding and backing layers to 
remove the backing layer. The blister layer can be constructed of a polymeric material 
such as low density polyethylene or an olefmic copolymer selected from the group 

25 consisting of ethylene-vinyl acetate, ethylene-acrylic acid, ethylene-ethyl acrylate, and 
blends thereof, polyamides, polypropylene, polyacetal, polybutylene terephthalate, 
polyethylene terephthalate, nylons and polyester. Various flouropolymers exhibiting 
transparency and flexibility can also be useful in fabricating the blister layer. 

30 The lidding layer of blister package can be characterized as the 

component of the multiple layer assembly abutting the blister layer that retains the 
pharmaceutical dosage within the blister cavity. Generally, the lidding layer of the 
laminated assembly can be constructed of a relatively thin sheet of a sterile, non- 
moisture absorbing material, suitable for rupturing with little pressure applied thereto. 

35 Typically, the lidding layer can be constructed of a metallic foil material such as 
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aluminum, polyester, papers and polyvinyl chloride; a preferred lidding layer material 
is aluminum foil. 

The peelable. backing layer of the blister package is generally 
5 constructed of a reinforcable sheet material not easily ruptured by forces exerted by 
the human fingers. The non-rupturing feature of the backing layer particularly 
provides the blister package with the feature of child resistant. Typical materials of 
fabrication of the backing layer can be selected from the group consisting of woven, 
and non-woven materials, long metallic or polymeric fiber, reinforced polymers, and 
10 warpknit construction materials. A particularly preferred backing layer material is 
reinforced polymeric material. 

The adhesive layers of the blister package are generally constructed 
from a thermoplastic, binding material that is heat scalable to ensure that the layers 
15 are permanently attached to one another, or a polymeric adhesive know in the art. 

Within the area underneath the notch cavity there.exists a larninate of 
the lidding and peelable, backing layers that is adhered together to form a pulling tab. 
However, outside this area there is no adhesive between the lidding and backing 
20 layers. When opening an individual blister cavity, after the barrier strip is removed, 
the user must grasp the tab and peel the backing layer from underneath the blister 
cavity to remove the composition. The notch cavity and tab area will generally 
conform to the shape of a triangle or square. 

25 When the pharmaceutical card is finally assembled, a portion of 

interior and exterior surfaces of the second side of the card (containing the blister 
package) will generally be removed, except for outer edges attached to the interior and 
exterior surfaces, to expose the blister and backing layers of the blister package. The 
portion of the outer edge of the second side of the card opposite the hinge means, 

30 divided by the second, perforation line serves as the barrier strip. The barrier strip 

being the first manipulation of the card (tearing) necessary to remove the composition 
from a blister cavity. 

The method of opening the individual blister cavities requires a tearing 
35 of the barrier strip in the region of the selected cavity. After a portion of the barrier 
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strip is removed, the tab underneath the notch cavity is grasp and peeled away from 
the notch cavity and towards the composition. Lastly, the composition is pushed from 
the blister layer side towards the lidding layer to rupture said layer and expose the 
composition. 

It should be understood that the described embodiments of the 
invention and material of construction of the various layers are for exemplary 
purposes only and is not to be regarded as limiting the scope of possible materials. 
One of ordinary skill in the art, after having read the disclosure, will be able to 
appreciate the physical requirements of each layer and substitute various materials 
therefor. 
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